QUESTION ASKED: What are the specific elements of basic "primary palliative care" that general medical oncology practices in the United States should be reasonably expected to provide for adult patients with advanced cancer or high symptom burden?
INTRODUCTION
Integrating specialist palliative care into routine cancer care can lead to better patient and caregiver outcomes, including improvement in symptoms, quality of life, satisfaction, caregiver burden, and survival. [1] [2] [3] [4] [5] [6] [7] [8] [9] However, studies also indicate that palliative care delivery in medical oncology practice requires improvement. 10, 11 Consequently, ASCO and others recommend integrating palliative care early into the usual care of patients with advanced cancer or high symptom burden. 1, 3, [12] [13] [14] [15] Although specialist palliative care teams deliver care focused on symptoms, care planning, and quality of life, it is not feasible for all patients with cancer to be cared for by these teams. 11, 16, 17 Oncologists and their clinic teams remain the primary providers of palliative care for the majority of patients with cancer in the United States, 11 and ASCO has long recognized and acknowledged the aspects of palliative care inherent in oncology practice. 3, [12] [13] [14] 18 A distinction between primary palliative care (ie, skills that all clinicians should have) and specialist palliative care has been described by many, 17,19-21 but the exact elements of primary palliative care in medical oncology practice have not been defined. To improve primary palliative care delivery, medical oncology practices require guidance, practical resources, and assistance in overcoming barriers.
To develop more detailed guidance, ASCO representatives partnered with representatives from the American Academy of Hospice and Palliative Medicine (AAHPM) to form a project steering group. The project goal was to use a formal consensus process to define what elements currently constitute reasonably expected, high-quality palliative care delivery in US medical oncology practices for adult patients with advanced cancer or high symptom burden, hereafter referred to as primary palliative care in medical oncology (Fig 1) . Specifically, we aimed to (1) create an actionable resource for improving the quality of palliative care provided in medical oncology practices; (2) build a foundation on which future palliative care-related quality measures, quality improvement initiatives, and educational activities could be constructed; and (3) identify areas of uncertainty to stimulate conversation among both disciplines.
METHODS
We used the RAND/UCLA-modified Delphi process 22 to develop consensus on which elements of palliative care should be provided within medical oncology practices in the United States to deliver high-quality primary palliative care. The resulting 31-member multidisciplinary panel was larger than standard Delphi methodology panel size (nine to 12 members); however, the steering group considered adequate stakeholder engagement to be essential. Twenty-two members were physicians, self-identified as palliative care (n = 1), medical oncology (n = 10), or medical oncology and palliative care (n = 11). Years of board certification ranged from 3 to 35 years for medical oncology (average, 17.8 years) and from 1 to 5 years for palliative care (average, 3.2 years), because 2008 was the first year the current palliative care board examination was offered. The other nine members were patient advocates (n = 3), social workers (n = 2), nurses (n = 2), and nurse practitioners (n = 2). Physicians were either in academic practice (n = 8), hospital-based practice (n = 5), or private practice (n = 9). Represented practices were located across the United States and Puerto Rico (64% urban, 36% suburban), with staff sizes ranging from four to 2,500 people. Steering group members did not participate in the Delphi process.
Steering Group and Project Structure

Development of Rating Document
Content experts in the steering group reviewed the results of a literature search and developed a comprehensive list of 966 palliative care service items, reflecting the array of palliative care services that should be available in the health care system for patients with advanced cancer or significant symptom burden. The steering group did not preliminarily remove any service items potentially inappropriate for medical oncology practice. Furthermore, when appropriate, multiple items were developed to capture implementation distinctions, such as method or frequency, within the same palliative care service (eg, pain assessment using a standardized scale at every clinical encounter v only as needed). Within each domain, service items were further grouped into the following subcategories of patient care and clinical practice: Patient Assessment and Evaluation, Education and Management, Practice Management, Referral, and Evaluation of Clinic Processes.
Three separate constructs, each on a scale from 1 to 9, were developed for panelists to rate each service item (Data Supplement). The constructs were related to the importance of delivering the service as part of high-quality medical oncology care (1 = not important, 9 = essential), the feasibility of doing so (1 = infeasible, 9 = definitely feasible), and whether it was reasonable (within scope) to expect medical oncology practices caring for patients with advanced cancer and/or high symptom burden to provide the service (1 = extremely unreasonable, 9 = extremely reasonable).
Delphi Process and Analysis
Panelists participated in an introductory webinar, followed by a pilot round, to gauge panelists' understanding of the constructs and the rating process. Clarifications and definitions (Data Supplement) were reviewed before the first full round. Panelists received summarized results of the first round of ratings, followed by a face-to-face meeting conducted by a professional facilitator without ties to oncology or palliative care (M.S.B.). The meeting discussion focused on the service items with a composite rating of Uncertain and areas of disagreement. Afterward, panelists rerated the service items using the same three constructs.
For analysis, we made an a priori decision to modify standard Delphi methodology definitions of agreement and disagreement, 22 accounting for the larger panel size. Disagreement was defined to exist when at least six panelists rated the service item in the top one third of a construct scale (7, 8, or 9) and at least six panelists rated the same service item in the bottom one third of the same construct scale (1, 2, or 3); agreement was considered high when a service item had a median rating of 7 to 9 without disagreement (or a median of 1 to 3 without disagreement).
A composite rating across all three constructs was also created for each service item, with each categorized as Include (ie, reasonably within the scope of practice), Uncertain, or Exclude(ie,typicallybeyondthescopeofpractice).Service items were in the Include category if the median was 7 to 9 for all three constructs (importance, feasibility, and scope) without disagreement,inthe Excludecategory if themedianwas 1 to3 forall three constructs without disagreement, and called Uncertain otherwise. All classifications (eg, agreement, disagreement, Include, Exclude, and Uncertain) and summary statistics (ie, medians and standard deviations) were summarized descriptively for pilot-, first-, and second-round responses. All data and statistical analyses were performed using SAS version 8.2 (SAS Institute, Cary, NC). Figure 2 summarizes the final composite ratings. Detailed results are presented in the Data Supplement. Overall, 62%
RESULTS
(n = 598) of the 966 palliative care service items were compositely rated as Include, 2% (n = 21) as Exclude, and the remainder fell into the Uncertain category. The distribution of composite ratings varied by domain. For example, the majority of service items in the End-of-Life Care domain were rated as Include, compared with the Spiritual and Cultural Assessment and Management domain, where most items were rated as Uncertain. Table 1 provides examples of the palliative care service items considered to be within the scope of medical oncology practice (Include), beyond the scope of medical oncology practice (Exclude), and those in between (Uncertain), based on each service item's composite rating. Given the extent of data, in this section we describe representative service items from each domain, focusing on those with an Include composite rating. The majority of Exclude service items focused on standardized patient assessments at regular time intervals (eg, every visit).
Domain 1: Symptom Assessment and Management
This was the largest section, with 395 service items divided into 22 different symptom-related categories ( Table 2 ). The percentage of service items rated as Include ranged from 100% for nausea/vomiting and diarrhea to 23% for items related to general depression and anxiety. Panelists agreed that in this patient population (ie, those with advanced cancer or high symptom burden), a general symptom assessment using a validated quantitative instrument should be conducted at least monthly. Practices should also perform the following: (1) educate patients about the cause and management of existing symptoms, (2) instruct patients how and when to contact the clinic during and after hours for new or worsening/poorly controlled symptoms, and (3) assess the effectiveness of adjusted medication by the next clinical encounter. All symptoms should be assessed and managed at a basic level, with more comprehensive • Assess distressed family/caregiver for causes of distress
• Obtain family/caregiver feedback regarding clinic process of family/caregiver support using a standardized form at every clinical encounter 9. End-of-Life Care
• Describe expected signs and symptoms of impending death to family and loved ones
• Obtain family/surrogate feedback regarding clinic involvement in patient's end-of-life care
• NA Abbreviation: NA, not applicable. *As an example, the simpler version of this service item, "Discuss potential cost to patient/family of any potential treatment" without the italicized words was rated as an 'Include' item. Only 'Included' items qualified as part of the consensus definition for high-quality primary palliative care in medical oncology practice.
management for common symptoms such as nausea, vomiting, diarrhea, dyspnea, and pain. Patients with uncontrolled/poorly controlled symptoms should be referred to specialist palliative care or other specialty as indicated. However, during discussion, panelists commented that referral is often limited by availability of specialist providers.
Domain 2: Psychosocial Assessment and Management
Panelists agreed that practices should conduct at minimum an initial, basic psychosocial assessment and a distress assessment. Distress should also be systematically assessed with a validated quantitative instrument after any clinical change (eg, new areas of metastatic disease). Panelists agreed that distress should be managed at a basic level with supportive, empathetic statements and validation of the patient's experience. Otherwise, patients should be referred.
Domain 3: Spiritual and Cultural Assessment and Management
Although only two spiritual assessment items (documentation of a patient's faith and differentiation of a grief reaction from depression) were rated as Include, multiple basic spiritual support elements were rated as Include, such as providing patients with a framework to consider their goals and hopes along with the likely medical outcome(s) of their illnesses and supporting those goals. During discussion, panelists encouraged more frequent referrals to outside spiritual providers (because they may be underutilized). Culturally, preferences for communication and language should be assessed and documented, and at the minimum, telephone translation services should be provided.
Domain 4: Communication and Shared Decision Making and Domain 5: Advance Care Planning
Panelists endorsed most of the service items in these domains. Patients and families should be assessed for preferences regarding (1) how they want to receive information regarding the patient's cancer, prognosis, treatment risks/benefits, treatment plan, and bad news; and (2) who participates in the decision making and to what extent. Oncology practices should provide oral and written documentation of the treatment plan to the patient and family with specific details regarding (1) expectations for disease control, (2) expected effects on symptoms and quality of life, (3) expected length and frequency of treatment, and (4) the frequency of and rationale for disease reassessment. The patient's and family's understanding of the patient's illness, prognosis, and goals of care should be assessed at diagnosis, at disease progression, and with changes in the treatment plan. Mistakes should be openly acknowledged and addressed as soon as they are noticed. The process of advance care planning in this patient population should begin at the diagnosis of advanced cancer, and should start with assessing the patient's and family's readiness to discuss advance care planning and any concerns they might have. Panelists agreed that code status, living wills, advanced directives, health care surrogate, and out of hospital "do not resuscitate" orders should be discussed, completed, and documented for all patients as soon as possible. However, as discussed by the panel, completing all aspects of advance care planning may be complicated by patient/family avoidance, patient illness, lack of time during a regular outpatient clinic visit, and shortage of needed support staff.
Domain 6: Coordination and Continuity of Care
Panelists registered strong agreement (Include) for care coordination with primary care, hospice, hospital, and nursing home, but were Uncertain about having clinic protocols for referring back to primary care or tracking utilization (emergency clinic visits, emergency room visits, or hospitalizations).
Domain 7: Appropriate Palliative Care and Hospice Referral
Oncology practices should describe the difference between hospice and palliative care, with the benefits and limitations of each, to patients and families as soon as possible after an advanced cancer diagnosis. Routine patient assessments should be conducted to determine need for palliative care or hospice referral. Although rated as Uncertain, during discussion panelists thought that ideally, practices would have protocols to facilitate these assessments, and that practices would maintain rosters of patients receiving palliative/comfort care and hospice care for purposes of improvement and outcomes tracking. There was strong consensus (Include) that patients with a prognosis of 3 months or less and/or an Eastern Cooperative Oncology Group performance status of three to four be referred for hospice and that referrals be collaboratively agreed upon between the patient/family and the oncology team. However, during discussion, panelists acknowledged the patient-centered exceptions to these and other service items, advocating benchmarking over absolute measurement.
Domain 8: Carer Support
The term "carer" was chosen to encompass all people caring for the patient-both the patient's caregivers (family and loved ones) and oncology clinic staff. Panelists agreed that practices should obtain permission to speak with primary caregiver(s) and to include them in conversations about the patient's care. Caregivers attending clinic visits with patients should be assessed for distress at least once. Caregivers should know how to contact the clinic in both routine and emergency situations, and they should have information about local and online caregiver resources. Other than assisting with Family Medical Leave Act paperwork (Include), most caregiver needs are likely met by referrals to other providers (eg, social worker, counselor, or their own physicians). Bereaved caregivers should get a phone call and/or condolence card from the clinic and receive information regarding local bereavement resources. To care for staff, the clinic environment should be supportive and allow for open communication, respect, growth, and self-care.
Domain 9: End-of-Life Care
The panel endorsed the majority of these service items as being important, feasible, and within the scope of medical oncology practice. Practices should have processes to evaluate patient symptoms, advise medication changes to patients and family, and provide on-call coverage 24 hours per day, 7 days per week whether hospice is involved or not. For patients on hospice, practices should collaborate with the hospice team for questions and issues.
DISCUSSION
Comprehensive palliative care assessment and management encompasses a large breadth and depth of services for patients and their families. Using the three constructs of importance, feasibility, and scope of practice, an interdisciplinary panel of medical oncology practice stakeholders endorsed 62% of the 966 palliative care service items as being reasonably within the scope of medical oncology practice (the Include composite rating). These items in the Include category (Data Supplement) represent our consensus definition of high-quality primary palliative care within medical oncology practice. The highest proportions were in the domains of End-of-Life Care, Communication and Shared Decision Making, and Advance Care Planning. Panelists were less certain about service items within the Psychosocial and Spiritual care domains, but did support basic supportive service items, such as maximizing patient independence and patient autonomy whenever possible. In the largest domain, Symptom Assessment and Management, there was consensus that all symptoms should be assessed and managed at a basic level, with more comprehensive management for common symptoms such as nausea, vomiting, diarrhea, dyspnea, and pain.
The panel's recommendations corroborate prior studies illustrating that medical oncologists consider palliative care services to be within the scope of quality medical oncology practice 13, 20 and use primary palliative care skills. 19, 24 work offers more granular guidance regarding discrete elements of primary palliative care within medical oncology practice itself, which was previously lacking. Despite purposeful inclusion of complex care elements considered by our steering group members to be within the realm of specialist palliative medicine, only 2% of service items were in the Exclude category. Many of these service items were excluded because of frequency, eg, advance care planning was endorsed but not "at every visit." Despite the panel's size and a rigorous attempt to compose a representative panel, a high proportion of physician panelists self-identified as both medical oncologists and palliative care physicians. These panelists may have been biased toward providing more palliative care services than the average oncologist, making it more difficult to completely exclude certain service items and creating a larger Uncertain category. However, only comprising approximately one third of the panel, this group likely had less influence over the Include category (the primary focus of this guidance statement) because it required a median rating of 7 to 9 without disagreement in all three constructs.
Our findings are also limited because we did not ask the panel to endorse any specific standardized tools (such as "The Distress Thermometer" 29 ) to specify which individual(s)
within medical oncology practice should provide each service item, prioritize areas for improvement, or suggest performance benchmarks, because adding these topics would have required more resources. Some service items could have arguably been placed in a different domain, altering our summative findings, but the rating for each item remains the same regardless of domain (eg, having bereavement items in the Carer Support domain rather than the End-of-Life Care domain). The service items are intended to be generally representative; not every possibility was considered. Lastly, with only US-based panelists, our findings cannot be generalized elsewhere, and they are subject to change as practice patterns and evidence evolve. One of the main project goals was to create an actionable resource by outlining the elements of high-quality primary palliative care within the context of medical oncology practice. Some improvement and educational resources exist (Data Supplement), but have not been incorporated into routine care by many medical oncology practices for various reasons, 30 including lack of training and unclear level of responsibility. 31 Improvement is difficult without clear definitions. The granularity of these recommendations allows interested medical oncology practices to consider incorporating some of these service items as internal process goals and begin closing local gaps in endof-life care. We acknowledge that although some service items are already routine, others are more aspirational, especially given the limitations of the current patient care systems in which many medical oncology practices exist. However, compared with the service items in the Uncertain category, our panelists believed that many of the service items in the Include category were achievable, low-hanging fruit. This statement acknowledges the wide range of medical oncology practice settings and resources. Its intent is to allow practices flexibility in choosing improvement areas based on local context, feasibility, and interest; as such, one area has not been prioritized over others. Practices strong in some areas, such as specialty tumor-based clinics, may already provide service items in the Uncertain category that are in their areas of strength. Although the scope of this work was limited to medical oncology practice, palliative care issues are crosscutting, and other oncology disciplines may also find this statement relevant. Meanwhile, specialist palliative care teams may find this statement useful as they work to build effective collaborations with oncology, offering their services as a resource for clinical expertise and education regarding primary palliative care.
Further research could address current literature gaps, 10 including better methods to identify the palliative care needs of patients with cancer and their families, how best to standardize palliative care delivery in oncology, priorities for improvement, validated quality metrics, and benchmark goals. Such efforts need to be coupled with the identification of appropriate reimbursement models to facilitate provision of high-quality palliative care for patients with cancer. In summary, this statement represents a rigorous consensus definition reached by an interdisciplinary panel of medical oncology and palliative care experts regarding what elements of palliative care constitute high-quality primary palliative care delivery by medical oncology practices for adult patients with advanced cancer or high symptom burden in the United States at this time (Fig 1) . However, it is neither a clinical practice guideline nor a set of standards, because the evidence base is yet lacking for the creation of such a directive, and no benchmarks or mandates have been proposed in this statement. Our findings demonstrate that primary palliative care skills are endorsed within medical oncology practice, recognizing that, despite variation in practice settings and resources, medical oncology practices shoulder significant responsibility for delivering primary palliative care. Having specialist palliative care teams provide all palliative care is not feasible in most cases. 16 However, with appropriate education, evaluation, and reimbursement models, this statement can guide the medical oncology community toward operationalizing and improving primary palliative care delivery in medical oncology practice.
